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MPUTEKATEJUTE

HA PA3PEIIEHME 3A THPI'OBUSI HA EJPO

C JJEKAPCTBEHH NPOYKTH, ‘ % A6 - %S
MIOJIVYEHO MO PEJIA HA TJIABA JIEBETA OT 3JIIXM M 0350 AG

NOKAHA
3a npejaocraBsHe Ha odepTa 32 JOCTABKA HA Hepa3pelleHH 3a ynorpe6a B Penybauka
Bpiarapus nekapcTBenu npoaykTn no pexa na Hapen6a Ne10/17.11.2011 r. ua MunucrepeTso
Ha 31paseonassanero (M3)

YBAXKAEMMH ITPEJCTABJISIBAIIIH,

Ha ocnoBatue un. 156, an. | or Hapenda 10 ot 17.11.2011 r. na M3, Bu ornpasam
HacTosflllaTa NMoKaHa 3a MpejAcTaBsHe Ha odepTH 3a J0CTaBKAa Ha J0JIYONHUCAHUTE JIEKAPCTBEHH
NPOAYKTH, Hepa3pemeHu 3a ynorpe6a B Penybauka bbarapus, kouto morar ja Obaar
M3I0JI3BAHH 34 JIEYEHUETO Ha MalMeHTH Ha NeuebHOTO 3aBe/IeHHe, KaKTo Cle/Ba:

Ne no pen —
JeKapeTBen
nplﬁlyx’r M ewngHApONHG JlexapcTBena dopma u Mepha
HepaspelieH ATC xon s KOJIHYECTBO eTHHHLA
D HAaHMeHOBaHHe 2
3a ynorpeba
B PBEbarapus
] MO9AX03 Ataluren Granules foroval OfaKoBKa
suspension, 125 mg
Granules for oral
M09 ;
2 09AX03 cigluren suspension, 250 mg OMaKoBKa

OdeptHTe Ce H3rOTBAT OTAETHO 32 BCEKH €MH JICKAPCTBEH NPOJYKT, MO NPHI0KeHHUs obpazelt
U 3aIbJKMTEIHO CJI€/1Ba Aa ChABPIKAT cliefHaTa HHOpMaL s :
1. MexaynapoaHo HenaTteHTHO HauMmeHoBanue (INN) Ha aKkTMBHOTO BELUECTRO:
2. Tbproscko HAaMMEHOBAHHWE Ha J1IEKAPCTBEHMS TTPOAYKT;
3. Bua Ha nexapcrBeHara GopMa M KOTMYECTBOTO HA AKTMBHOTO BEILECTBO B /1030Ba €IAHHHMIIA;
4. TlpouszeoauTen;
5. KonuuecTro B €1Ha 0NakoBka;
6. Llena na nexapersenus npoaykr ¢ JIJIC, nocoyena B eppo;
7. Cpok Ha 10CTaBKa OT /1aTaTa Ha 3aiBKa;
8. Cpok Ha Ba/MAHOCT Ha Mpe/cTaBeHaTa LeHoBa odepTa.

KbM natata Ha M3BbLpLIBAHE Ha JOCTABKATA, JOCTABEHMAT NEKAPCTBEH MPOAYKT CileBa 1a € ¢
MUHHMANEH CPOK Ha TrOAHOCT HE Mno-kparbk oT 40 % oT o0sBEeHMs OT NPOM3BOAMTENA 3a
JIEKapPCTBEHHUTE MPOIYKTH.

OdepruTe, M3rOTBEHM HA XapTHEH HOCHTEN ce nojarat B JlenoBoacToto Ha CBAJI no aetckw
bonectu . Ilpod. Uean Mutes* EAJL, rp. Codu, n.k. 1606, Gyn. .Akan. Mean Cewor™ 11.

1



[Npenocraenute ot Bala ctpana odepT ce MoaaBaT Ha XapTHEH HOCHTEN HITH N0 €TEKTPOHEH
neT 10 email: apteka@pediatrichospital.bg B cpok 10 18.03.2026 r. a0 15.00 yaca.

OdepruTe, moaanenn no eNEKTPOHEH BT Clle/iBa 1a Ca H3rOTBEHH MPH YCIOBUATA M pea Ha
3aKOHa 3a eNEeKTPOHHMA JOKYMEHT W eNeKTpoHHuTe yaoctoeputenuu yeayru (3EJIEVY) u
noaaaeHu Ha email: apteka@pediatrichospital.bg

OCbean. KOHUTO HE OTroBapAT Ha H3UCKBAHHWATA HA HACTOALIATA NMOKaHa MM ca ¢ U3TeKsa
BaJMAHOCT, HE NOAJIEXKAT HA pas3rjieKiaHe.

B cpoTBeTcTBHE ¢ 4. 12 ot Hapen6a Ne 10 ot 2011 r. mpu goctaBkata Ha HepaspelleHH
NICKAPCTBEHM NMPOAYKTH THProBEUbT HA €/1pO NPENoCcTaBs Ha anTekarta mapTuaeH cepTudukar 3a
Ka4yecTBO, ChOTBETHO cepTH(UKAT 32 0cBOOOKIaBaHe Ha NApTHAATA HA JIEKAPCTBEHUS MPOAYKT.

[lpn odepupane Ha nexkapcTBEHH MPOLYKTH, ChAbPXKAILH HAPKOTHYHM BELIECTBA, CE Cra3Bar
W3HWCKBaHMATA HA 3aKOHA 338 KOHTPOJI HAa HADKOTHYHMTE BellecTBa U npekypcopute (3KHBIT).

3aniai@aHeTo 3a JIeKapeTBeHHTe NpoayKTH 3akynyBanu o HAPEJIBA Ne 2 ot 27 mapt 2019
r. e ce H3BbpuBa No 0aHKOB MbT B CPOK OT 5 (MeT) KajdeHAapHU JHM, ClieJBAllM JaTaTa Ha
nonyvapade Ha cpeacreata or HALIMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA KACA /H30K/.
CBIrIacHO 3anosej 3a o00paBaHe 3analaHeTo Ha yeayru no ui. 7 ot HAPEJIBA Ne 2 ot 27 mapt
2019 r. 3a MEMUMHCKHTE M APYTH yeayru 1o un. 82, an. la u 3 ot 3akoHa 3a 31paBeTo u 3a pena u
YCJIOBHATA 3a TAXHOTO 0A00psiBaHe, NOJI3BAHE U 3anialllaHe, W3/1a1eHa Ha KOHKPETHO JeFer ™,

Odeprute ce M3roTBAT MO NpUIOKEHHs 0Opaszel Ha GbArapcku e3uk. Bemuky nokymeHTH,
AOKa3BallM COTBETCTBUETO Ha YHAaCTHHUILIMTE C NocTaBeHuTe B [loKaHaTa H3MCKBaHM, ce NPeCTaBAT
B OPUIMHAJ WJIH KaTO 3aBEPEeHH BAPHO C OpHIMHana KOHMP JPYXKEHH ¢ NMpeBg Ha ObArapcku

€3HK. / /
IMpunoxkenue: Obpazel Ha npeanoKeHHe / /

a-P BJIAFOMHP{,[[PAB
H3ITBJIHHTEJIEH JIHP, |
P CBAT IO AETCKH K¢ C/] 4
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NPENJIOKEHME 3A U3ITbJIHEHUE

Ha 10CTaBKa Ha HepalpelleHu 3a ynorpeda B Peny6anka Bovarapus
JE€KApCTBEHH NPOAYKTH 1o peaa na Hapea6a Ne10/17.11.2011 r. ua Munucreperso Ha
3ApaBeonassaHero (M3)

OT:

(HaMMeHOBaHHE HA YYaCTHHKA)

[Ipencrasnsapano ot -

C aJipec Ha yIpaBliCHHUE: IP. YL , Ne
; TeIL:: (hakc: , e-mail:
M /1peC 3a KOPECIOHICHIHUS: TP. yiL. .
No , TeJ.: , hakc
EUK: 3

C paspemrenue 3a ThProBHS HA €IPO C JIEKAPCTBEHH MPOIYKTH, NOTYYCHO MO pella Ha riaBa
aesera ot 3JIIIXM ¢ Neo

Pasniamarenna cmeTka:

IBAN: :

OaHKa: :

BIC: o

JIuue 3a koHTaKT: -

C anpec Ha ynpasJieHuHe: Ip. yJI , No
5 TeIl: thakc: , e-mail:

YBaxaeMu JaMu ¥ rocroa.

C nactosmoro Bu npeacrassme namreto MPE/UTOIKEHHE 32 NOCTABKA Ha JICKAPCTBCHHUS
MPOYKT:

ATC Mexynapoano nenatenTno Jlekapcreena dopma u Mepha —‘
KO/I HAHMEHOBAHHE KO/IHY€eCTBO eAHHHIA

No

*[MonbJBa C€ CBIVIACHO TeXHHUYecKaTa Cﬂﬂl[ll(l]ﬂl(ﬂlll*lﬂ OT NMOKaHarTa

1. MexayHapoaHo HenaTeHTHO HauMeHOBaHHe (INN) na akTHBHOTO BeIecTBO: ... .......... ...



7. Cpok Ha BanuaHoCT Ha NIpeicTaBeHara ueHosa odepra: ...............

8. Eannuunara nena 3a OIMAKOBKA B ............... (CIOBOM: ............... . ) B eBpo 6e3 JJIC
9. Enunnynara nena 3a ONAKOBKA B ............... (cnoBoMm: ................. ) B eBpo ¢ JIJIC
Hexnapupam:

1. 3anosnax ce ¢ nokanara 3a YHaCTAC M C MOCOYCHUTE B Hesl M3UCKBAHHA 3a H3I'OTBSIHE H
TpeACcTaBsne Ha odeprata u 3a w3MBbIHEeHHE Ha I0CTaBKH Ha ropenocoyequs/te JIEKapcTBeH/n
npoaykt/u. Ilonaranero ua HacTosmara odepra ynocropepssa 0e3ycioBHOTO npuemane or
Hallla CTpaHa Ha BCHYKH U3HCKBAHUS | 3a[IbJDKCHUS, TIOCTABEHH B MOKAaHATA,

JIOTOBOpA.

3. Ceriacen cbm 3AIUIAIAHETO 3a JIEKAPCTBEHUTE TMPORYKTH, 3aKymyBany no HAPEJTBA No 2
oT 27 mapr 2019 r. ga ce M3BBPUIA 10 OaHKOB BT B Cpok oT 5 (meT) xanenapuu JIHH,
CJICABalllK  fmatara  na fIollyyaBane  Ha  cpeactBata ot HAITMOHAJIHATA
3I[PABHOOCI/ITYPI/ITEHHA KACA /H30K/, c¢wbriaacuo 3anosen  3a onoOpsaeane
3aMIAMAHETO Ha YCIYTH 1o . 7 o HAPEJIBA Ne 2 o1 27 Mapt 2019 r. 3a MeanuMHCKHTE §
APYTH yCiyru nio 4. 82, an. lau 3 ot 3aKkoHa 3a 31paseTo 1 3a P€/la ¥ yclnoBHsTA 32 TAXHOTO
onodpsBane, no3Bane | SallIalIaHe, H3aieHa Ha KOHKPETHO fere.

4. Odbepupanust/nure NpOAyKT/H e/ca (abpiuno ONIAKOBAH/M, KaTo OMaKOBKHTE ca ¢ He
Hapylnena usaocT v Haluyue Ha HeoOXoxuMaTa MapKiposka.

5. KuM narara ua AOCTaBKaTa, OCTATLYHHAT CPOK Ha FOIHOCT Ha JIEKAPCTBEHUTE MPOLYKTH lie
€ HE 1o-MansK o1 40 % oT 06sBeHHSs OT NPOU3BOJTMTENIA CPOK.

6. B crotBercTBHE ¢ i, 12 ot Hapenta Ne 10 IpH 0CTaBKa Ha HepaspeleHn JICKapCTBEHH
TMPONYKTH, BKIOYEHH B odepruTe, € ce NpelocTaBs napTuaeH cepTudukar 3a KayecTRo,
CBOTBETHO ceprudukar 3a 0cBOGOK 1anane Ha TlapTHaata Ha nexkapcTBeHus MPOJAYKT.

7. leknapupawm, ye B 00XBaTa Ha noco4eHoTO TI0-rope pasperienue 3a Thbproeus ua €lIpo ¢
JIEKApCTBEHHU MPOIYKTH, [TOJIy4eHO 10 pena Ha riasa neBera or 3MMXM e N ... e /ca
BKIIKOYeH/n 0(pepnpaﬂnﬂ/0(bepnpaﬁme C HaCTOSIOTO Npe/IIokeHHe TIPOAYKT.



lapanTupame, e cMe B CBCTOSHHE 1@ M3MBIHMM KAauecTBEHO MOpBYKaTa B ITBJIHO
CHOTBETCTBHE C rOpeonHcaHara odepra.

IIpunarame cneannre soxymenTy /mo nperenxa/:

Hara: ............. [ommue: .............



